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A. 1. APPLICATION NUMBER: NDA 21-166
APPLICANT: Unimed Pharmaceuticals, Inc.
2150 E. Lake Cook Road
Suite 210

Buffalo Grove, IL 60089
(tel) 847-541-2525

} 2. PRODUCT NAME: | Estrogel®
3. DOSAGE FORM: 1783-estradiol {0.06%) topical gel packaged in a plastic
metered-dose pump.
4. METHOD OF STERILIZATION: None (non-sterile product).
5. PHARMACOLOGICAL CATAGORY and/or PRINCIPLE INDICATION:

B Indicated for the treatment of moderate to severe vasomotor symptoms in
menopausal women.

} B. 1. DATE OF INITIAL SUBMISSION: August 13, 1999
‘ | 2. DATE OF CONSULT: November 10, 1999
3. DATE OF AMENDMENT: January 6, 2000
4. ASSIGNED FOR REVIEW: November 10, 1999
‘ 5. RELATED DOCUMENTS: DMF . —

C. REMARKS: A Letter of Authorization by Laberataries Besins Iscovesco, authorizing
the Agency to reference DMF —, was provided in Attachment 4.5.1 of the 1/6/00
amendment. See Microbiologist's Review (dated 3/17/00) of DMF — for a
review of preservative effectiveness validation,



Unimed Pharmaceuticals, NDA 21-166, Estrogel® Microbiologist’s Review #1

D. CONCLUSIONS:

The application is recommended for approval for issues concerning microbiological
product quality (microbial [imits and preservative effectiveness testing). Specific
comments are provided in section “E. REVIEW NOTES".
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